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21 CFR Ch. I (4–1–05 Edition) § 878.3250 

Subpart D—Prosthetic Devices 
§ 878.3250 External facial fracture fixa-

tion appliance. 
(a) Identification. An external facial 

fracture fixation appliance is a metal 
apparatus intended to be used during 
surgical reconstruction and repair to 
immobilize maxillofacial bone frag-
ments in their proper facial relation-
ship. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 878.9. 

[53 FR 23872, June 24, 1988, as amended at 54 
FR 13827, Apr. 5, 1989; 65 FR 2317, Jan. 14, 
2000] 

§ 878.3300 Surgical mesh. 
(a) Identification. Surgical mesh is a 

metallic or polymeric screen intended 
to be implanted to reinforce soft tissue 
or bone where weakness exists. Exam-
ples of surgical mesh are metallic and 
polymeric mesh for hernia repair, and 
acetabular and cement restrictor mesh 
used during orthopedic surgery. 

(b) Classification. Class II. 

§ 878.3500 Polytetrafluoroethylene 
with carbon fibers composite im-
plant material. 

(a) Identification. A polytetrafluoro-
ethylene with carbon fibers composite 
implant material is a porous device 
material intended to be implanted dur-
ing surgery of the chin, jaw, nose, or 
bones or tissue near the eye or ear. The 
device material serves as a space-occu-
pying substance and is shaped and 
formed by the surgeon to conform to 
the patient’s need. 

(b) Classification. Class II. 

§ 878.3530 Silicone inflatable breast 
prosthesis. 

(a) Identification. A silicone inflatable 
breast prosthesis is a silicone rubber 
shell made of polysiloxane(s), such as 
polydimethylsiloxane and 
polydiphenylsiloxane, that is inflated 
to the desired size with sterile isotonic 
saline before or after implantation. 
The device is intended to be implanted 
to augment or reconstruct the female 
breast. 

(b) Classification. Class III. 

(c) Date PMA or notice of completion of 
a PDP is required. A PMA or a notice of 
completion of a PDP is required to be 
filed with the Food and Drug Adminis-
tration on or before November 17, 1999, 
for any silicone inflatable breast pros-
thesis that was in commercial distribu-
tion before May 28, 1976, or that has, on 
or before November 17, 1999, been found 
to be substantially equivalent to a sili-
cone inflatable breast prosthesis that 
was in commercial distribution before 
May 28, 1976. Any other silicone inflat-
able breast prosthesis shall have an ap-
proved PMA or a declared completed 
PDP in effect before being placed in 
commercial distribution. 

[53 FR 23872, June 24, 1988, as amended at 64 
FR 45161, Aug. 19, 1999] 

§ 878.3540 Silicone gel-filled breast 
prosthesis. 

(a) Identification—(1) Single-lumen sili-
cone gel-filled breast prosthesis. A single- 
lumen silicone gel-filled breast pros-
thesis is a silicone rubber shell made of 
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The 
shell either contains a fixed amount 
cross-linked polymerized silicone gel, 
filler, and stabilizers or is filled to the 
desired size with injectable silicone gel 
at time of implantation. The device is 
intended to be implanted to augment 
or reconstruct the female breast. 

(2) Double-lumen silicone gel-filled 
breast prosthesis. A double lumen sili-
cone gel-filled breast prosthesis is a sil-
icone rubber inner shell and a silicone 
rubber outer shell, both shells made of 
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The 
inner shell contains fixed amounts of 
cross-linked polymerized silicone gel, 
fillers, and stabilizers. The outer shell 
is inflated to the desired size with ster-
ile isotonic saline before or after im-
plantation. The device is intended to be 
implanted to augment or reconstruct 
the female breast. 

(3) Polyurethane covered silicone gel- 
filled breast prosthesis. A polyurethane 
covered silicone gel-filled breast pros-
thesis is an inner silicone rubber shell 
made of polysiloxane(s), such as 
polydimethylsiloxane and 
polydiphenylsiloxane, with an outer 
silicone adhesive layer and an outer 
covering of polyurethane; contained 
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